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Environmental Protection Agency § 159.158 

§ 159.156 How information must be 
submitted. 

A submission under FIFRA section 
6(a)(2) must be delivered as specified in 
either paragraph (a) or (b) of this sec-
tion, and must meet the other require-
ments of this section: 

(a) Be mailed by certified or reg-
istered mail to the following address, 
or such other address as the Agency 
may subsequently specify in writing: 

Document Processing Desk—6(a)(2), Office of 
Pesticide Programs—7504C, U.S. Environ-
mental Protection Agency, 1200 Pennsyl-
vania Ave., NW., Washington, DC 20460. 

(b) Be delivered in person or by cou-
rier service or by such other methods 
as the Agency deems appropriate to the 
following address, or to such other ad-
dress as the Agency may subsequently 
specify in writing: Document Proc-
essing Desk-6(a)(2), Office of Pesticide 
Programs, Room 266A, Crystal Mall #2, 
1801 South Bell St., Arlington, Virginia 
22202. 

(c) Include a cover letter which con-
tains the information requested in 
paragraphs (d) and (e) of this section, 
and a prominent statement that the in-
formation is being submitted in ac-
cordance with FIFRA section 6(a)(2). 

(d) Contain the name of the sub-
mitter, registrant name and registra-
tion number, date of transmittal to 
EPA, the type of study or incident 
being reported under §§ 159.165 through 
159.195, and a statement of why the in-
formation is considered reportable 
under this part. 

(e) Identify the substance tested or 
otherwise covered by the information 
(including, if known, the EPA registra-
tion number(s) to which the informa-
tion pertains, and if known, the CAS 
Registry Number). 

(f) In reporting incidents, provide the 
data listed in § 159.184, to the extent 
such information is available. 

(g) In submitting scientific studies, 
follow the procedures set forth in 
§ 158.32 of this chapter. 

(h) If the information is part of a 
larger package being submitted in 
order to comply with another provision 
of FIFRA (e.g., sections 3(c)(2)(B), 
4(e)(1)(E)), identify in the transmittal 
the individual studies being submitted 
under this part. 

(i) If a claim of confidentiality is 
made under FIFRA section 10 for infor-
mation relating to any part of a study 
or incident report contained in the sub-
mission, follow the procedures set forth 
in § 158.33 of this chapter regarding the 
identification and segregation of infor-
mation claimed to be confidential. 

(j) If a submission includes a study 
subject to the flagging requirements of 
§ 158.34 of this chapter, comply with the 
requirements of that section, and, if 
the flagging statement is positive, 
identify it as 6(a)(2) information in the 
transmittal. 

(k) If a submission is a follow-up to 
an earlier study or incident report sub-
mitted to EPA, the transmittal must 
state that fact, and must cite the ear-
lier submission, as follows: 

(1) If the earlier submission was a 
study to which EPA assigned a Master 
Record Identifier number (MRID), cite 
the MRID. 

(2) If the previous submission was an 
incident report to which no MRID 
number was assigned, cite the date of 
the initial submission of the incident 
information or report. 

[63 FR 49388, Sept. 19, 1997, as amended at 69 
FR 39864, July 1, 2004] 

§ 159.158 What information must be 
submitted. 

(a) General. Information which is re-
portable under this part must be sub-
mitted if the registrant possesses or re-
ceives the information, and the infor-
mation is relevant to the assessment of 
the risks or benefits of one or more 
specific pesticide registrations cur-
rently or formerly held by the reg-
istrant. Information relevant to the as-
sessment of the risks or benefits also 
includes conclusion(s) or opinion(s) 
rendered by a person who meets any of 
the following: 

(1) Who was employed or retained (di-
rectly or indirectly) by the registrant, 
and was likely to receive such informa-
tion. 

(2) From whom the registrant re-
quested the opinion(s) or conclusion(s) 
in question. 

(3) Who is a qualified expert as de-
scribed in § 159.153(b). 

(b) Exceptions—(1) Clearly erroneous 
information. Information need not be 
submitted if before that date on which 
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